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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®HUKAT AHAJIN3A TOTOBOI'O IPOJYKTA

Page10f9/Crp. 1139

Name of Product /
HaunmeHoBaHue npoaykuun

MOMAT RINO
MOMAT PHHO

Generic name /
Henarenrosannoe HauMeHOBaHKe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmetasona Qypoara MOHOrHApPATA CTIPel Ha3aIbHbI JO3HPOBAHHDIN 50 MK

Active Ingredients /
JeficTBYIOLINE BeIECTRA

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg )
1 nosa cnpes copepxut: AekictByionee Bewectso: Momerasona dypoara MOHOIHApaT
51,72 mxr B nepecuere Ha Momerasona Qypoar 50,00 mkr

Strength / Josuposka 50 meg / 50 Mxr Date of Mfg, / lata npounssoacrsa 1 1/2022

D form / Metered-dose nasal spray /

J,Iosage (: m b Cripeli HasaILHBIH Date of Exp. / Togen a0 10/2024

eKapcTBeHHas Gopma O3HPOBAHHBI

Product code / Koa npoayxra SRUO30007E040401EJ Date of release / laTa Bbinycka 30.11.2022

Batch No. / Cepus Ne. 12220738 Qty. Released / Koauuectso 64,160 BOT /
BbLHIYHIEHO (uiaxonos

. . Mfg.License No. / .

Batch size / Pazmep cepun 69,444 BOT / Qunakonon JlHtien3ust Ha NPOUBOACTEO (Homep) MNB/10/832

Inspection Lot No. / 040000427440 Mfg. License Date / 30/04/2020

Perncrpanuouspiii HoMep aHanu3a ’ JInueH3usa Ha NPOM3BOACTBO (AaTa)

. N ) GMP Compliance certificate Date / '

Package size / Ynakoska 60 Doses / 60 o3 GMP cepruduar (1ata) 18/06/2020

Market / Poisor Russia / Poccus GMP Compliance certificate No./ ' 511 15600/
GMP ceprudurar (Homep)

Reference Specification No. /
Crneundmkanust rorosoro
npoaykra Ne ‘

SPC-CC-063691

Reference STP No. / CITHA Ne

STP-CC-040947

LIMITS / TPEGOBAHUSA

Ne | TESTS /TIOKA3ZATEJU OBSERVATIONS / PE3YJbLTATBI
1. | Description / Onucanune White to off white thick suspension of | Off-white thick suspension -of non-
semitransparent to non-transparent | transparent consistency. /

NOJY IPO3payHOH hito]

consistency. /
Ot Genoro o moutum Oejoro LBETa OT
HENpo3pavHoii
KOHCHUCTEHIINHN I'YCTas CYCIEH3HA,

nouTH GeJIoro UBeTa OT Helpo3payHoi
KOHCHCTEHLIMY TyCTas CYCIIeH3Hus.,

2. Identification / HogMHHOCTL

a) Mometasone Fuorate /
MowmeTasona ¢gypoar

The retention time of the main peak in the
chromatogram of sample preparation should
corresponds to the retention time of the main
peak in the chromatogram of standard

The retention time of the main peak in
the  chromatogram ~ of  sample
preparation  cotresponds to  the
retention time of the main peak in the

preparation. /  Bpems  ymepuBaHus chromatogram of standard preparation.
OCHOBHOrO  NMKa - 'Ha  XxpoMartorpamme | / Bpems yaepkuBaHHY OCHOBHOI'O
UCIILITYEMOTO pacTeopa HOIKHO | ITMKA HA XPOMATOTPamMMe HCILITYEMOro
COOTBETCTBOBATH BPEMEHUW YHEPHHUBAHMS | PacTBOPa — COOTBETCTBYET — BPEMEHU
OCHOBHOIO  IIMKa HA = XpOMAarorpaMMme | YIACP)KHBAHHSA OCHOBHOTO TNMKA Ha
CTAHAAPTHOTO PacTBOpa Xpomarorpamme CTaHAAPTHOTO
pacTeopa '
{

Prepared By / Hoarorosua

Checked By / Iposepun

\Approved By / OnoGpua

Signature / Tlonnucs A //j}’
Date / Iata e / i 77ﬂw ' o?,f' i ';rmw G 24y24 2000
Name / ®11O '

Atul Kumar

Akshit Bhardwaj

Sandeep Semwal

Designation /
HonxHocrs

Officer-QA

Sr, Officer-QA

Sr. Manager - QA

FCM/QA054/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTH®UKAT AHAJIN3A TOTOBOI'O IIPOJYKTA

Page20f9/Crp.2u39

"Name of Product /
HaumenoBaune npoaykuuu

MOMAT RINO
MOMAT PHHO

Generic name / :
HenateHToBAHHOE HANMEHOBAHKE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerasona dypoara MOHOrujpara cnpeit HasaubHbl A03UPOBAHHLIH 50 MK

Active Ingredients./
JeiicrByiomne Bemecrsa

1 dose of the spray contains; Active ingredient: Mometesone Furoate Monohydrate 51.72 meg as
calculated for Mometasone Furoate 50.00 meg
1 no3a cnpest copepxut: neficTryiomee BelecTso: Momerasona ®ypoara MOHOTMAPAT
51,72 mkr B nepecuere na Momerasona dypoar 50,00 Mxr

Strength / Hosuposka 50.meg /50 mxr Date of Mfg. / lara npousBoacrsa 11/2022
D + form / Metered-dose nasal spray /
osage lorm Crnipeit HazabHbIH Date of Exp. / T'onen a0 10/2024
JlexaperBeHHan popma ) . : :
: JO3UPOBARHBIH ; ;
Product code / Koa npoayxra SRUOQ030007E040401E) Date of release / Jata Beinycka 30.11.2022
Batch No. / Cepusi Ne 12220738 Qty. Released / Koanuecrso 64,160 BOT/
BBITIYILEHO (1akoHOB
Batch size / Pasmep cepuu 69,444 BOT / {naxonon Mig License No. / MNB/10/832
JInueH3us Ha NPoOM3BOACTBO (HOMep)
Inspection Lot NOL/ 040000427440 Mfg. License Date / 30/04/2020
Peruerpauuonssbiil HoMep aHaau3a Jlnuensnsa Ha npoM3BOACTBO (1aT1a)
. GMP Compliance certificate Date /
Package size / Ynakoska 60 Doses / 60 103 GMP ceprudmxat (1ata) 18/06/2020 |
Market / Prinoic Russia / Pocens GMP Compliance certificate No./ | 515 0155620/1N
GMP ceprudmrart (Homep)
Reference Specification No. / '
Crneunduxauns rorosoro SPC-CC-063691 - Reference STP No. / CI1U Ne STP-CC-040947
npoaykta Ne

Ne | TESTS /TIOKA3ZATEJAU

LIMITS / TPEBOBAHW A

OBSERVATIONS / PE3YJILTATbBI

b) Benzalkonium chloride
/ Bensankonus xjiopug

The chromatogram of the sample -solution
should contain peaks corresponding to the
retention times of peaks of benzalkonium
chloride homologues  Cj> and Cys . in the
chromatogram of the standard solution. / Ha
XpOMaTorpamMMe . MCILITYeMOTO ~ pacTBOpa
JIOJDKHBL .- OOHAPYKUBATLCS .~ TIMKH, - I10
BpEMEHaM yIepKMBAHHs COOTBETCTBYIOIHE
N1KaM  TOMOJIOTOB - GEH3aJIKOHUS - XJ0puIa
Ci2 1 Ci4 Ha XpOMATOrpaMMe CTaHAAPTHOTO
pacTsopa. A

The = chromatogram of the sample
solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues C,
and Cis in the chromatogram of the
standard solution. / Ha xpomartorpamMme
HCTIBITYEMOTO pacTBopa
00HapyKUBAIOTCS THKH, 110 BPEMEHAM
YIEePKUBAHKA COOTBETCTBYIOUINE
NHKaM ~ rOMOJIOTOB  GEH3AIKOHMA
xaopuna Ciz2 u-Cis Ha XpomaTtorpamMme
CTaHAapPTHOrO PacTBOPA.

w

pH

From4.3t04.9/014,3 10 4,9

4.81/4,81

4, | Density / IlnnorHocTs

From 0.950 to 1,050 g/cm® /
010,950 101,050 r/cm®

1,005 g/ecm?* /1,005 r/cm®.

»n

Viscosity / Bsaskocrs

From 30 to 130.¢Ps /Ot 30 no 130 ¢Il3

573 ¢Ps /573 cll3

6. | Osmolality /
OCcMOISIILHOCTE

From 250 to 350 mOsm/Kg
Ot 250 10 350 MOcM/kr

294 mOsm/Kg
294 ‘MOcm/kr

7. | Leakage check /
IIpoBepka ¢uiakona nHa
rEPMETHYHOCTH

Absence of any traces of leaks / OtrcyrcTBUEe
CIIEJI0B NPOTEUKH

No traces of leaks / Cnenpl nporeukn
OTCYTCTBYIOT

8. | Netcontent / Macca Not less than 9.0 g / He menee 9,0 r 93¢g/93r
coiepKHMoOro piakona
. Prepared By / Tloarorosus Checked By / Ipoeepua \@pproved By / Ono6pus
Signature / Hoanuce (/é“\ww ”’fi-
Date / JlaTa o ?’ 1-‘»’%6”/ S k@ LA\ pe
Name / ®110O Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation /
esignation Officer-QA Sr. Officer-QA Sr. Manager - QA

JomxHocTs

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOUKAT AHAJIN3A TOTOBOI'O ITPOAYKTA

: Page3 of 9/Crp.3u3 9
Name of Product / MOMAT RINO

HaumenoBaHue npoaykunu MOMAT PHMHO
Generic name/ Mometasone Furoate Monohydrate Nasal Spray 50 mcg

HenarentoBannoe naumenosanue | Mowmerasona gypoara MOHOIHAPATA CIpel HA3AILHDBIH N03HPOBAHHDIH 50 MK
1.dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as

Active Ingredients / calculated for Mometasone Furoate 50,00 mcg
HelicTBylomue BenecTsa 1 nosa cripes copepxut: neficTayionee seiecTso: Momerasona ®@ypoata MOHOTHAPAT
' ) 51,72 mxr B nepecuere Ha Momerasona Gypoar 50,00 mkr

Strength / o3uposka 50 meg /50 mMkr- - , Date of Mfg. / {aTa nponssoacTea 11/2022

D form / Metered-dose nasal spray /

J]osage orm B a Cripeli HasajbHbIH Date of Exp. / T'ostent no 10/2024

exapeTBeHHAast popm JOBMPOBAHHLI

Product code / Koa npoayxra SRU030007E040401EJ Date of release / [laTa sbinycka 30.11.2022

Batch No. / Cepusi Ne 12220738 Qty. Released / KonnuecTso 64,160 BOT/
BbINYLIEHO , (aaxonon

Batch size / Pasmep cepun 69,444 BOT / daaxonon Mfg.License No. / MNB/10/832
Jlnnensus Ha npou3BOACTBO (HoMeD)

Inspection Lot No.“/ 040000427440 Mfg, License Date / 30/04/2020

PerucTpaunonnelii HoMep aHaau3a JInuensus Ha Npou3BOACTBO (1arTa)

. : . ) GMP Compliance certificate Date /

Package size / Ynakoska 60 Doses / 60 nos GMP cepruduicar (nata) 18/06/2020

Market/ Poinox Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprrduKaT (HoMep)

Reference Specification No. / ‘

Cneundukanns roTosoro SPC-CC-063691 Reference STP No./ CITM Ne STP-CC-040947

npoayKTa Ne

Ne | TESTS /TIOKA3ATEJIU LIMITS / TPEGOBAHUI OBSERVATIONS / PE3YJIbTATDBI
9. | Number of deliveries per | Not less than 60 doses / He menee 60 no3 88 doses /88 nos3 "
container / Konnuecrso
A03
10, | Pump delivery / Individual dose mass: from 85% to 115% Minimum / Muuumym: 93.7%
Macea no3ni of'the theoretical dose mass / _ Maximum / MakcumyM: 108.9%
WnaueuayanbHas macca Ko3bl: 0T 85 % Average / Cpenunee: 104.3% -

10 115.% oT TeopeTHueckoll Macchl 103bl;

Average mass of the dose: from 90% to
110% of the theoretical mass of the dose /
Cpennsig macea 103b1: 0190 % 10 110 %
OT TEOPETUYESCKOM MACChi O3k

11, | Particle size/ Particles < 10pum in size: Not less than 90% | 100.0% / 100,0%
Pasmep yactuu HacTin pasmepom < 10 Mxm - He MeHee
90 %;
Particles < 30pm in size: 100% 100.0% / 100,0%

Yacrnu pasmepom < 30 mxm — 100 %

Particles > 30pum in size: Should be absent | Absent / OTCcyTCTBYIOT
YHacruu pazmepom > 30 MKM - JOIKHBI

OTCYTCTBOBAThL
Prepared By / Iloarorosua Checked By / IIposepu )pproved By / OnoGpmn
Signature / Tloanuce i — C A : -
Date / lata . or|1n]797 RIS
Name/®HO Atul Kumar Akshit Bhardwaj Sandeep Semwal -
Designation /
JosracHocTs Officer-QA Sr. Officer-QA Sr. Manager - QA

FCM/QA054/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

J Distt. Solan Himachal Pradesh 1732035, India
ﬁ&%ﬁmﬁ:&% Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom2.vsnl.net.in
CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOUKAT AHAJIN3A TOTOBOI'O ITPOJIYKTA
Page4of 9/Crp. 4139
Name of Product / MOMAT RINO
HaunmeHnoBanune npoayxuuu MOMAT PHHO

Generic name /
HenareHToBaHHOe HANMEHOBAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MowmeTtasona (ypoara MOHOTHApATA CIIpeil Ha3albHbIA 103HPOBAHHEIH 50 MKT

Active Ingredients /
Heiicrayromue semecrsa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as

calculated for Mometasone Furoate 50,00 meg
1 1o3a cripes ConepxuT; RefcTByIoee BellecTro: Momerasona Pypoara MOHOIHMApPAT
51,72 mxr B nepecuere Ha Momerasona dypoar 50,00 mxr

Strength / {osuposka 50 meg / 50-mkr Date of Mfg. / Jlata npoussoacrsa 11/2022
D § / Metered-dose nasal spray /
osage form Cripe#t HasaIbHbIA Date of Exp. / I'onen a0 10/2024
JlexapcrseHHas Gopma "
v JO3HPOBAHHBIH ‘
Product code / Kox npoayxra SRUO30007E040401E) Date of release / daTa Boinycka 30.11,2022
Batch No. / Cepus No 12220738 Qty. Released / Kosmmuectso 64,160 BOT/
BBINYIEHO (i1akoHoB
Batch size / Pasmep cepun 69,444 BOT / Quaxonon Mfg License No. / MNB/10/832
‘ Jluuensus Ha NPoU3IBOACTBO (HOMep)
Inspection Lot No. / 040000427440 Mfg. License Date / 30/04/2020
Perncrpaunonneiii HoMep aHajnuza JInLeH3us Ha NPOU3BOACTEO (uaTa)
. GMP Compliance certificate Date /
), -
Package size / Y naosxa 60 Doses / 60 103 GMP cepruduicar (1aa) 18/06/2020
Market / Poisiok Russia / Poccus GMP Compliance certificateNo./ | ;b 15560/1N
: GMP cepTndukart (Homep)
Reference Specification No. /
Crneundurauns roTooro SPC-CC-063691 Reference STP No. / CIIU Ne STP-CC-040947
npoayKTa Ne )

M | TESTS/HOKA3ATEJIN |

LIMITS / TPEBOBAHUS

| OBSERVATIONS / PE3YJILTATHI

12. | Related Substances / TlocToponune npumecu

Impurity 8DM /
Npumecu §DM

Impurity DMC /
Ipumecu DMC

Impurity D/
Ipumecu D

Any individual unspecified
impurity / Enunnunoi
HEHASHTHOHLHPOBAHHOMN
TpUMecH

Total impurity /
Cymma npumecei

Not more than 0.15 %/ He Gonee 0,15 %
Not more than 0.15 % / He 6onee 0,15 %

Not more than 0.20 % / He Gonee 0,20 %

Not more than 0.20 % / He 6onee 0,20 %

Not more than 0.60 % / He 6onee 0,60 %

0.02%/0,02%

0.03%/0,03%

0.02%/0,02%

0.17%/0,17%

Not detected/ He ofnapyxeno

13. | Spray content uniformity
(Uniformity of delivery
dose) / OpHopoaHocTh
BLICBOOOMKAAEMOH 103b1

Not more than 2 of 20 doses (10 initial doses
and 10 final doses from 10 vials) can deviate
more than + 25% from the average value'and -
not -any dose can deviate more than £ 35%

from the average value.

1f 3 to 6 doses deviate more than + 25% but
not more than + 35%, test another 20 vials.
Not more than 6 of 60 doses can deviate

Beg / Havano:

Minimum./ Musumym: 97.5%
Maximum / Maxcumym: 102.1%
Mean / Cpeanee: 100,0%

{
Prepared By / Iloarorosna C/weked By / I]poaepml \(\pproved By / Ono6pua
Signature / Hoanuce (IR ( . :—'/
Date / lara i z’ tafvere G 7/_\ VLN 900
Name / @110 Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation /
esignation Officer-QA Sr. Officer-QA Sr. Manager - QA

JosxHocTs

FCM/QA054/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil; Baddi,

Distt. Solan Himachal Pradesh 173205, India
ﬁ}ﬁnmﬁte% Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom2.vsnl.net.in
CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOUKAT AHAJIU3A TOTOBOI'O ITPOJYKTA ,
Page S0f9/Crp. 5139
Name of Product / MOMAT RINO
Haumenosanue npoayxuun MOMAT PHHO

Generic name /
HenareHToBannoe HaumeHoBaHue

Moimetasone Furoate Monohydrate Nasal Spray 50 mcg
Momerasona (ypoara MOHOIHAPATa COpeH Ha3aIbHEIH 103UpoBaHHbLE 50 MK

Active Ingredients /
JelicTBylompe Bewecrsa

1 dose of'the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 nosa cripes cozepxuT: AeHCTBYIOLIEE BEUIECTRBO: MoMeTasoHa d)ypoaTa Mouormlpa"r
51,72 mxr B nepecuere Ha Momerasona Qypoar 50,00 Mxr

Strength / Ho3upoBka 50 meg /50 Mxr Date of Mfg. / {ara npoussoacrsa 11/2022
Do form / Metered-dose nasal spray / ‘ '
Sage Jorm Cnpel HazanbHbLH Date of Exp. / Fogen o 10/2024
JexapcrBennasi popma .
JO3UPOBAHHLIH
Product code / Koa npoaykra SRUO30007E040401E) Date of release / lara Buinycka 30.11.2022
Batch No. / Cepus Ne 12220738 Qty. Released / Ko.nuqecmo 64,160 BOT/
- BbIHIYIIEHO ({naxoHoB
Batch size / Pasmep cepun 69,444 BOT / ¢pnakonos Mfg.License No. / MNB/10/832
JluueH3us HA IPOU3BOACTBO (HOMep)
Inspection Lot No.y/ 040000427440 Mfg. License Date / 30/04/2020
PerucrpaunoHHblil HoMep aHaau3a JInueH3us Ha Npou3BoACTBO (1aTa)
. . GMP Compliance certificate Date / ,
Package size / Ynakoska 60 Dosgs /60 no3 GMP ceprudmicar (1ata) 18/06/2020
Market / Poisor Russia / Poccus GMP Compliance certificate No./ | ;)1 1556120/1N
GMP ceprudpukar (Homep)
Reference Specification No. / S
Cneunthukauus rorosoro SPC-CC-063691 Reference STP No./ CIIA Ne STP-CC-040947
npoaykra Ne

Ne | TESTS /HOKA3ATEJHU

LIMITS / TPEBOBAHM A

OBSERVATIONS / PE3YJbTATHI

more than +25 % from the average value,
and not any dose can deviate more than
+ 35% from the average value,

He 6onee 2-x 13 20 103 (10 HavanpHbIX 103
1 10 xoHeuHnix 103 3 10 (p1akoHOB) MOTYT
HMMETh OTKJIOHEHHE OT CPEIHEr0 3HAauYeHWs
Oonee uem + 25%, ¥ HH ONHA 7033 ‘HE
HOJDKHA .MMETh OTKJIOHEHHE ~OT CPEIHEro
3HaveHus Oosee yem Ha % 35 %.

Ecnu-0T 310 6 D03 UMEIOT : OTKJIOHESHHS
Gonee uem £ 25 %, Ho MeHee veM + 35 %, To
UCHBITHIBAIOT clieayrouine 20 GiakoHoB,

He Gonee 6 wu3 60 103 MOIyT MMeTh
OTKIIOHEHHE OT CPENHEro 3HaueHus ‘Goyee
yem £ 25 %, ¥ HM OJHA 7103a He JOJKHA
UMETb OTKJIOHEHHE OT CPEIHEro 3HAYEHUs

| Gonee yem + 35 %.

END / Konen:

Minimum / Munumym: 97.2%
Maximum / Makcumym: 102.0%
Mean / Cpennee: 100.0%

\

~ Prepared By / Hoarorosua Checked By /HpOBe[)HJI \(\pproved By / OnoGpua
; . F I R o
Signature / Toamuce f’jl C ﬁ'}“‘i e
Date / lata A . R IEY e 62412y 2020~
Name / ®HO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation /
TomHocTs Officer-QA Sr. Officer-QA Sr. Manager - QA

FCM/QA054/08.00




glenmark

A new way for a new world

Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
: Distt."Solan Himachal Pradesh 173205, India

Phone: +91-1795 249300 Fax: +91-1795 249310 email:

glenmark@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®UKAT AHAJIU3A T'OTOBOI'O NIPOAYKTA

Page 6 of 9/ Crp. 6139 -

Name of Product /
HanmenoBanue nponyKulm

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTteHToBaHHOE HANMEHOBAHHE

Mometasone Furoate Monohydrate Nasal Sp1 ay 50 meg
Mowmerazona (pypoara MOHOTHApPATa CIIPed HASAILHLIN H03UPOBAHHBI 50 MKT

Active Ingredients /
HeiicTeylommue Bemecrsa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 meg
1 no3a cnipes conepyut: HeHcTylolee Bemecrso: Momerasona ®ypoara MOHOrHApaT
51,72 mxr B niepecyere Ha Momerazona Qypoar 50,00 Mxr

Strength / {o3uposka 50 meg/ 50 mxr Date of Mfg. / lara npoussoncraa 11/2022
Dosage form / Metered-dose nasal spray /
.Hofc gecme::u dopm Cripelt HazaIbHLIN Date of Exp, / Toaen a0 10/2024
eap an Gopma J03UPOBAHHBIH :
Product code / Koa npoayxra SRUO030007E040401EJ Date of release / laTa Boinycka 30.11.2022
Batch No. / Cepust Ne 12220738 Qty. Released / Ko.rmqecmo 64,160 BOT/
BBITYIUEHO (riaxkoHoB
Batch size / Pasmep cepun 69,444 BOT / paaxonon Mfg.License No, / MNB/10/832
, JInueH3us Ha npou3BOACTBO (HOMep)
: - ;
Inspection Lot I\O',/ 040000427440 Mfg. License Date / 30/04/2020
Perncrpauuonusiii nomep ananusa JIuuieHnsusi Ha APOU3BOACTBO (naTa)
. ) GMP Compliance certificate Date /
Package siz¢ / Ynakoska 60 Doses / 60 103 GMP cepruduscar (aata) 18/06/2020
Market / Poisok Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudpurar (Homep)
Reference Specification No. / ‘
Cneundurkanus roroBoro SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947
npoaykTa Ne '

Ne '| TESTS /TIOKA3ZATEJHN

LIMITS / TPEBOBAHN A

OBSERVATIONS / PE3YJIbTATBI

14 | Uniformity of dosage units
/ OaHOpPOAHOCTD
AO3UPOBAHUS

Not more than 1 value from 10
measurements can deviate from the average
value more than + 25% and none can deviate
by more than & 35%.

If 2 to 3 values deviate more than & 25% but
not more than = 35%, test another 20 bottles.
Not. more ~than = 3 values from 30
measurements can deviate from the average
value more than # 25% and none can deviate
more than + 35%.

He Gonee 1.:3Hauenus u3 10 onpenenenmuii .

MOKET OTKJIOHATCS OT CPEHHErO ‘3HAYEHUSA
Gonee, ueM Ha + 25 %, v WK opHOrO, Gosee
yeM Ha £ 35 %.

Enu - mBa wim - TPU = 3HAYEHUS - MMEIOT
OTKJIOHEHHS Ooee ueM + 25 %, HO MeHblle,
ueM =+ 35 %, TO MCTIBITBIBAIOT CNEAYIOLIHE

20 draxoHoB.

He ' Gonee - tpex - 3mavenuii u3z 30
ONpeNieIEHMH  MOTYT ' OTKJOHATbCS — OT
cpeniHero 3gaueHus Gogee, ueM Ha + 25 %, u
HU OJIHOrO, OoJice YeM Ha £ 35 %.

Minimum / Munumym 97.5%
Maximum / Makcumym: 102.1%
Mean / Cpennee: 100.0%

{
Prepared By / Tloarorosua Cheeked By /Hposepmx \Approved By / Onobpua
Signature / IMoanucn M}?««» (/;.w:ﬁ”“"w ,,,,,,,,, P
Date / JlaTa 02/ 7 T 5"2/1 '”ﬁﬂwk 6‘)/\ R
Name / ®HO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation /
JIoAAHOCTD Officer-QA Sr. Officer-QA Sr. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUOUKAT AHAJIU3A TOTOBOI'O ITPOAYKTA

Page 70f 9/ Crp. 7n39

Name of Product /
HaumeHoBanune npoayxkunu

MOMAT RINO
MOMAT PHUHO

Generic name / _
HenarenToBanHoe HANMEHOBAHKE

Mometasone Furoate Monohydrate Nasal Spray 50 meg '
Momera3ona (pypoaTa MOHOrHIPATA CIIPel HA3ALHBIH NO3MPOBAHHLIH 50 MKT

Active Ingredients /
JeiicTBylomue BeiecTsa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00. mcg
1 03a crpest CoaepxKuT; AeHcTyiowee setectno: Momerasona ®ypoara MOHOTHAPAT
51,72 mxr B nepecyere Ha Momerazona dypoar 50,00 mxr

Strength / Jloauposxa 50 mcg / 50 mxr Date of Mfg. / lata npou3soacTsa 11/2022
Dosage form / Metered-dose nasal spray / :
osage 1ox : Cnpeii HazabHbIH Date of Exp. / T'oxen no 10/2024
Jexapersennas gpopma . o
JLO3UPOBAHHBIH
Product code / Koa npoayxra SRUOG30007E040401EJ) Date of release / JlaTa Boinycka 30.11.2022
Batch No. / Cepus Ne 12220738 Qty. Released / KosinuecTso 64,160 BOT/
BBINYIEHO ({1akoHOB
Batch size / Paswep cepmn 69,444 BOT / maxotos Mig. License No. / MNB/10/832
, JInueH3usl Ha NPOU3BOACTBO (HoMep)
Inspection Lot NOL/ 040000427440 Mfg. License Date / 30/04/2020
PerucrpaunoHHblii HoMep aHAIH3a JIHLeH3Us1 HA TPOM3BOACTBO (1aTa)
R ' ) GMP Compliance certificate Date /
Package size / Ynakoska 60 Doses / 60 no3 GMP cepruducar (1a7a) 18/06/2020
Market / Poinose Russia / Poccus GMP Compliance certificate No./ | o\ 15 0155620/
GMP ceprudurar (nomep)

Reference Specification No. /
Creuuduicanus rorosoro
npoaykra Ne

SPC-CC-063691

; Reference STP No./ CIIHM Ne

STP-CC-040947

Ne

TESTS / TIOKA3ATEJIN |

LIMITS / TPEBOBAHU A

| OBSERVATIONS / PE3YJILTATbI

15 | Microbiological Purity / MukpoGHo/0ruuecKkast Y4HcToTa

Total aerobic microbial
count and total combined
yeast and moulds count
{combined) / Ofwee umncio
a3polbHbIX GakTepuit u
JPOKEBBIX M IICCHEBBIX
rpuboB (CyMMapHO)

Not more than 102 cfu per 1g (ml) of the
product / He Goaee 10> KOE B 1 r (mn)

npenapata

Less than 10 c¢fu/ml/
Menee 10 KOE/mn

Test for. Absence of
Specified Microorganism /
TeeT Ha cnenupuyeckKne
MHKDPOOPTaHU3MbI:
Pseudomonas aeruginosa

Staphylococcus aureus
Bile-Tolerant
Enterobacteria /

Kenueycroifuuseie
aHTEpobaKTepun

Absence per 1g (ml) of the product /
OtcyTerBue B 1 T (M) npenapara
Absence per 1g (ml) of the product /
OteyTtcTue B 1 T (Ma) npenapaTa

Absence per 1g (ml) of the product /
| Orcyrctsue B 1 1 {Ma) npenapara

Absent / OtcyrcTBYeET
Absent / OTcyTeTBYeT

Absent / OrcyrcrByer

\

Prepared By / Iloarorosui Checked By / Hposepm] \Approved By / OnoGpun
Signature / Tloanuce v wj”” / /‘{)3}/ ””””””””” —
Date / Jara oy / )00 ) 0% fl’)'i’vf”) e a4 ?,4 1\ 20240
Name / ®HO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Desi p
esignation / Officer-QA Sr. Officer-QA Sr. Manager - QA

Hoamuocrs
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CEPTU®HUKAT AHAJIN3A TOTOBOI'O ITIPOJYKTA
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Name of Product /
HaumenoBanne npoayxuun

MOMAT RINO
MOMAT PHHO

Generic name /
HernaTeHToBAHHOE HAUMEHOBAHNE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

MowmeTasona (pypoara MOHOTMIAPATA CIIPCH HasaIbHbIA J03HPOBANHBIH 50 MK

Active Ingredients /
JeiicTBylomue Bemecrsa

1.dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 meg as

caleulated for Mometasone Furoate 50.00 meg

1 no3a cnipest conepikuT; AelicTRylomee BelecTso: MoMerazona ®ypoata MOHOTHAPAT

51,72 mxr B nepecuere Ha Moserasona Qypoar 50,00 mxr

Strength / Josuposica 50 meg /:50 Mxr Date of Mfg. / laTa npomsoucma 11/2022
D form / Metered-dose nasal spray / ‘ ‘
J]osage 0 crmas hopma Cripeii nasanpubiif Date of Exp. / Togen a0 10/2024
i egapcm P J03KMPOBAHHLIA
Product code / Koa npoayxra SRUO030007E040401E]) Date of release / Jlata Boinycka 30.11.2022
Batch No. / Cepust Ne 12220738 Qty. Released / Koanuectso 64,160 BOT/
: ’ BBINYLIEHO (hy1axoHoB
Batch size / Pasmep cepun 69,444 BOT / Qaxonos MigLicense No. / MNB/10/832
’ JIMuexs3us Ha NPoH3BOACTBO (Homep)
Inspection Lot No, / 040000427440 Mfg. License Date / 3'0/04/2020
Perucrpauyonsbiii HOMep aHau3a JIuuensust Ha IPOU3BOACTBO (1aTa)
: N ' AT GMP Compliance certificate Date /
Package size/ Ynaxoska 60 Doses /-60 103 GMP cepruduicaT (1ata) 18/06/2020
Market / Peidox Russia / Pocens GMF Compliance certificate No. / GMP-01556/20/IN
GMP ceprudmxkar (Homep)
Reference Specifieation No. / -
CrelHpUKALNSA FOTOBOrO SPC-CC-063691 Reference STP No. / CIIN Ne STP-CC-040947
NpoaAyKTa Ne

LIMITS / TPEBOBAHUS

Ne | TESTS /TIOKA3ATEJHN | | OBSERVATIONS / PE3YJILTATDI
16. | Assay / KosudecTBenHoe onpeaesIeHe :
a) Mometasone Furoate / From 85 % to 115 % of the labeled content/ | 103.5%/103,5%
Mowmerasona ¢ypoara - Ot 85 % 1o 115 % oT 3aBNEHHOTO
: conepKaHus
b) Benzalkonium chloride / | From 80.% to 120.% of the labeled content / | 94.6% /94,6%
benzankodus xjaopuia Ot1.80 % 10 120 % or 3asiBneHHOr0
coJieprkanus
17. | Package Size / Ynaxoska | 60 or 120 doses of suspension per bottle | 60 doses of suspension per bottle made
made - from  high-density" . polyethylene | from high-density. . polyethylene
equipped with a metering device and a cap | equipped with a metering device and a
made from high-density polyethylene. One | cap  made ~ from  high-density
bottle together with the package insert per a | polyethylene. One bottle together with -
cardboard ‘box. / ITo 60 wmmu 120 nos | the package insert per a cardboard box.
cycneHsun Bo (uakoHe M3 NoaMdTHIeHA | / 60 103 CycreH3uu BO (akoHe U3
BBICOKOH  INIOTHOCTH ¢ NO3MPYIOIUMM | TIONMITHICHA BbICOKOH TIOTHOCTH C
YCTPOHCTBOM u KpblLIeUKOH Y3 | HO3UPYIOLINM YCTPOHCTBOM u
NIOJIMITHNICHA  BRICOKOH 1oTHOCTH. - [To 1 | Kpblleukoit U3 mOAM3THIEHa BLICOKOMH
(uiakony  Bmecte ¢ uHcTpykumeit mno | ruiotHoctu. Ilo 1 dmakony BMmecte ¢
MEJULMHCKOMY  TIPUMCHCHHMIO -~ B TIa4Ke | MHCTPYKLHMeH - 1o MEAMIMHCKOMY
K@PTOHHOMU. TIPHMEHEHUIO B N1a4YKe KAPTOHHOM,
18, | Labeling / Mapkuposka According to ND / B cootercraun ¢ HJT
19. | Storage conditions / Protected from light, at temperature from 15 °C to 25 °C. Do not freeze. /
XpaHenue B sammiiensom ot ceeta MecTe IIpy Temneparype ot 15 1o 25 °C. He 3aMOpakuBars.
\
Prepared By / lloaroToBua Checked By / lIposepna \Qpproved By / OnoGpua
Signature/ Hopmues | o ﬁw,,«~<7 / fﬁf& o :5_,
Date / Nara R It o ,ll sl 62\ \1\ ysl—
Name/ ®HO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Eij:i':;tcl:: / Officer-QA Sr. Officer-QA Sr. Manager - QA
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India :
ﬁ&%n‘m‘%&}ﬁ Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUOUKAT AHAJIU3A TOTOBOI'O ITPOJAYKTA
: Page 9 of 9 /C'rp. 9139

Name of Product / MOMAT RINO
HaumenoBaHue NnpoRyKUUH 1 MOMAT PHUHO ;
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg

HenatenToBaHHoe HAMMEHOBAHNE Mowmerasona (yypoaTa MOHOTHApPATA Cripel HasaILHBLA 103upoBanHbii S0 MKr

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51,72 meg as

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
HelicTBylomme semecrsa v 1'no3a cupest copepxut: Aekcrpylomee semectso: Momerasona @ypoata Monoruapar
51,72 mxr: nepecuere Ha Momerasona ¢ypoar 50,00 mxr
Strength / Josuposra 50 meg /50 MxT Date of Mfg./ laTta npou3BoacTBa 11/2022
Dosagt ' form / Metered-dose nasal spray / :
gsage lorm Cripelt HazasIbHBIH Date of Exp. / 'ogen no 10/2024
Jlexapersennas gopma SRR :

; : JIO3UPOBAHHBINA ’
Product code / Kox npoaykra SRUQ30007E040401E) Date of release / lata Bbinycka 30.11.2022
Batch No. / Cepus Ne 12220738 Qty. Released / Koanuectso 64,~160 BOT/

B BBINYLEHO ’ (akoHoB

Batch size / Pasmep cepun 69,444 BOT / paakonos Mfg License No, / MNB/10/832
JINueH3Ns Ha NPOU3BOACTBO (HoMep) ’

Inspection Lot NOL/ 040000427440 Mfg, License Date / 30/04/2020

PerncTpauMoHHbIi HOMep aHATH3A JInueH3us Ha Npou3BoACTBO (AaTa)

. ) GMP Compliance certificate Date /

Package size / Ynakoska : 60 Doses / 60 103 GMP ceprudmicar (nata) 18/06/2020

Market / Poinoi Russia/ Poccus GMP. Compliance certificate No./ GMP-01556/20/IN
GMP ceprudurar (Homep)

Reference Specification No. / ‘ :

CrelnpHKaLUs roTOBOro SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947

npoaykta Ne

Ne TESTS/HOKA?»ATEJII/I LIMITS / TPEBOBAHHU A | OBSERVATIONS / PE3YJILTATHI
20 | Shelf-life / Cpox rogsocrn | 2 years /2 rona :

Any deviation/Incident/QOS: Not applicable
Orxnonenusi/Maunnente/O0C: He NpuMeHnMO

Declaration of certification: “I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured including packaging and quality control at the abovementioned site in full compliance with the GMP
requirements of the local Regulatory Authority and with the normative document no. JII1-003870-221221 in market
Authorization of Russia. The batch processing, packaging and analysis reviewed and found to be in compliance with GMP.”
3aKnI0ueHHe 0  COOTBETCTBHM: HACTOAUIMM TIOATBEPXKIAIO, YTO TPEACTABAEHHAs Bhile WH(OPMALUs  ABISETCH
AOCTOBEPHOH 1 TOUHOM. [JlanHast cepust Oblna mpousseneHa (BKIIOYAs YNAKOBKY/MAapKMPOBKY M KOHTPOJb KauecTsa) Ha
YKa3aHHOH - BBIE  TIPOM3BOACTBEHHON ~ TJOIIAAKE B IIOJHOM  COOTBETCTBMM ¢ TpeGoBanmsmu  Hamnexaueit
Ipoussoncreennoit Tpakruku (GMP) NOKaNbHBIX PEryNATOPHBIX OPraHoB M TPeOGOBAHUAME HOPMATHBHON 1OKYMEHTALMY
JII1-003870-221221 nns puinka Poccun. TIpoTOKONBI POU3BOACTBA, YNAKOBKY ¥ TIOKA3aTeM KauecTBa NaHHOH cepuyr OblIH
TIPOAHA/IN3NPOBAHDI . M CHENAHO 3aKIIOUEHHE, UTO OHM COOTBETCTBYIOT TpeGoBannaM Hamnexauwe# TIpou3BoacTBeHHOMN
[paktuku (GMP),

\

Prepared By / Moarorosun Checked By / IIposepun )\pproved By / Ono6pua
Signature / Ioanuce o e AN - - ‘
Date / {ata sz it Sad | sfen BPETENY IS e
! ;
Name/ @O Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation / '
Nommmocrs Officer-QA. Sr. Officer-QA Sr. Manager - QA
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